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r*t mn hm to tI ^Tcft s* faW fa n$ pn ^ ^ 

rsr IT 

Separate Paging Is given to this Part in order that it may be Hied as a 

separate compilation 


*snr«T *fft <Tf*TK mm nerrmr 
(mrem faum) 

'crfe^n 

T^fa-HT, 30 wfa, 199:: 

m. pt. fa. 4-15 («r)sfiTfir rftr summ nmft Pm, 
1945 tt *fk tWer Trot % far vrpm fmf tt to 
jttct ufafa *ftr w-r nr*nff nftrfaw, ib-io ( 1940 <pt 
23) *fa mxr 12 efrv am 33 qfr srtaRnrc utoi 
ITTOTT mR *fft TfaTR <PMTT»T WW (RTW fWK ) 

mrV wftpj^RT if. wr. tt. fa 492 (tt) irnfar 25 wf, 
1991 % ntfar «rna % ttws', smrartw, *mr 2, ehr 3 , 
.jug r (1) ff nfffar 25 ejyrrL 1 ;io 1 tt httPr forr Tot 
»tt, frw«f r enfanff ¥r, farc% !j*fa smfa^r eVt «rt fa-rmr 
«ff, m^far it ffawt tiw <pt irffar 'mi Tt mR 
irm st it# «ft; afa for Tt TOfa ^ Emm SrTipf ursfar 
Kftr ^ftR' *rfa nrf it; 

ink TOT vjqpTCT «ft Trfaqf 11 facfTSTT, 1991 T> 5 R 5 T 

T?r »t<t nf «if i 
1073GI./92 


TlfT ^ffT TrpPT % qPfET if %"2fPT n\.^K Tf SRITT if Tl £ 
TTT5T7 sffa Ttnnr TOT 50 $; 

WT ff^RT ITtPrr, 3 W TrfhfaTTT «pf 5 TTVT 12 tffa TTTO 
33 3TO TOT TirfaTlif TT TOTt «Rh ga, sftnfa TOTlTt mtTg- 

ttv *rfa h tow Trot * sfaftr toteft mnfr 

Pm, 1945 pt rrfa m'm % fa" fawTprPrr faqw 
^rfaf I, srirfa:— 

1. (1) faqfa qn- n%*r 4 TO rftqfa rftr snmR 

Ttfn'Tfr (pro ifufitH ) Pm, 1992 1 1 

(2) if TT5rq?T if smm iff (tt^pv ft jt^tt 5'fii 1 

2. Tlfafij tfr< TOSTif TTTTfaf Pm, 1945 *f, :— 

(1) fm 3-9T %^rfajTrr (1) % % wpt n, 

faiqfafism- <TOgvr wr snn.’rr, ir<rffi :■— 

"toj ira^-irr cfrffrtfr * 5 f«iWTr Pfavror %gt 7 iff 

tt irk ^-Pfairp sffa %qvr ^Tfitr ST^ffaH frorpr, 
ffal'ft Tf ?qrr if 'fffim ^viffa 'rfranT toPiwti t jranr 
ffirr Pirtt sn^Tfi” 
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(2) Prw 3 -t % (1)^ 

'srT.wrPra fw htw, — 

"( i-jf) Tjgr^r qtftifr ww\ jr>ptftt 

%■ fKift *ft ^totto SrWstt rftqftt ittt 
ferr snr^rr sftr sfrtft ^r w* ft*^ 

ifr f5fift *FT TOOT 4#!^ TOTFT % ft^TO sTTCr 

ftnrr ^rf;— 

(V) *ITCfa H^TPT, ^ I 

(w) (*TF: 4 fa *TRjftjTO 

*Fpftm qft^TT ), Sfrfcr TOT- 

37, TOf, 400012 I 

[ 4 . TT^r-H 0 l 4 /5 /8 9 —it tr*r it^ tt* <ft tfqj »r] 
it. to, ciwr, h^tt ^rfro 

4 te :—sftctftf 4 ft wr TOnfr tar, i 94 s, 1-5-79 ?pf 

tT^TT TOrfTO TO it TTIT^T 4ft qfTOT i f^TT a r (TOTO 
from - ) it 4 fafa tfft wto TrrTOf, 

*rfeftro 4 ft fSnnr (it. it, aft. to*) it *rftr- 

fm I, *TOfw (t I ^T!RT?T ^FT ftpTiff it STTTO % 

Tmtf wr-2, (3) (i) i imfipr ftirrftfapT 

ITfa^FTTCff ffTTT tfitftPT far to s ; — 

1. Tfr. TO, ft, 1241 TT%T 6-10-79 
2- tTT. TO. ft. 12 4 27^^ 6-10-79 

3. m. TO, ft. 1243 fifths' 6-10-79 

4* ^r, to, ft. 1281 mfftr 12-10-39 

5. m, to. ft, 430 mfftr 19-4-80 

6 . TtT. TO, ft, 779 HfthS 20 - 7-80 

7. TTf. TO, ft. 540 (*f) tffthS 22-9-80 

8 . nr. to. ft. 680 (ff) arrfftr 5-12-80 

9 . HT, TO. ft. 68 1 (’tf) oftbS 5 - 12-80 


10. TIT. TTT. ft. 

682 (iff) mt^T 5-12*80 

it. nr. 'FT, ft. 

27 (it) J7-1-S1 

12 . m. vr. ft. 

478 (<T) 6-8-81 

13. *rr. ^r. ft. 

62 (?r) 1 5-2-82 

i4. m. tt. ft. 

402 ( , *r) TTfmr 22-6-82 

15. TTT. *FT. ft. 

510 (5T) rTTThT 26-7-82 

16, TTT. ^T. ft. 

13 (*T) ^Trfl^ 2(3-7-82 

17- nT. *FT, ft. 

a i s (itr) FrrPr^r i-s-84 

18- nT. *FT. ft, 

331 (ff) nrft^ 8-5-84 

,9 _ TTT . qT. ft. 

460 (sr) rTrtOl 2TE6-8‘ 

20 . trr. m, ft. 

487 (*T) m*\*i 2-7-84 

21- TTT, •FT, ft. 

89 (?t) mthg- 16-2-85 

22. TTT. -FT. ft. 

788 (w) mtm 10-10-83 

23. ^TT, WTT. ft. 

1 7 (Tr) ’Trtfa 7-1-8 4 


24. *tt. to. ft, 1049 (tf) fiftto 29-5-86 

3 { 5 * *TT. TO. ft. 1060 (^T) TftftT 5 - 9-86 
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28. 7TT TO. ft. 1115 (’5T) fiftf^ 30-9-86 
27- TIT. TO. ft, 71 (*t) ?fftFS 30-1-87 

28 . m T to. ft, 570 (*r) aftt*x 12 - 6-87 

29. TO. TO. ft. 626 (tf) fifths 2-7-87 

30. TTT. TO. ft. 792 ( ! «T) l7-9'-87 

31. *TT , TO. ft, 371 (q) TftftT 14-3-88 

32. TTT. TO. ft. 75 (*r) TftfaT 2 - 6-88 

33. TTT. TO. ft. 675 (tf) tfftftT 2-0-88 

31. TTT. 'FT. ft. 676 (*r) TrM 2-6-88 
3 5. *Tf. TO . ft , 677 («r) fifths 2-6-83 

36. ?TT, TO. ft. 681 (?T) fifths 6-6-83 
37- *TF, TO, ft. 735 (<r) TTft^ 24-6-88 

38. TTT. ’FT. ft. 813 («T) 27-7-88 

39. TTT. qT, ft, 944 (?T) TftftT 2 1-9-88 

40 . trr. 'FT. ft. 43 (*r) mftv 20 - 1-39 ( 

41. m. 'FT. ft- 44(q-)rTRt^ 20-1-89 ( ) 

42. TTT.^T.ft. 100 (ff) 14-2-83 

43. m. qrr. ft. 443 (tf) 12 - 4-89 

44. Tn.^T.ft. 588 (^T) mtt^ 2-6-89 ( ) 

45- HT. •FT. ft. 691 (w) 11-7-89 

46. ?TT. EFT. ft. 784 (ff) ?TrA^ 2S-8-89 
47* VT. ft. 16 (IT) TTffa 10-1-90 

48. HT. TT. ft. 731 (55T) ^rtt^T 23-8-90 

49. tfT.TT.ft. 865 («r) nftftT 25-10-90 

50. TTT.TT.ft. 11 (’*) 'Tritiy 7-1-91 

51- ^T. •FT. ft. 223 (^) ijrfta* 19-4-91 

52. TTT. TT. ft, 246 (ff) TTft^ 1-5-91 

53. 6T, *FT. ft. 301 (^t) ?TTTftr 7-6-91 

54. TTT.^T.ft. 302 ( , g) TTftf 7-6-91 
55- m. EFT. ft. 491 (4T) ^nfftr 25-7-91 
5 6. HT VT. ft, 495 (ff) TTW 25-7-91 

57. ttt. ? rr. ft. 532 (sr) ?rrft^ 14 - 8-91 

58. TTT.^T.ft. 626 (Wf) 14-10-91 

59. TTT. qrrft. 6 68 (ff) cTrftjr 7-11-91 
00. m. ft. 730 («r) ^TTtW 10-12-91 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 30th April, 1992 

G.S.R.445(E).—Whereas o draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945, was published as icquired by sfectionS 12 and 
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33 of the Drags and Cosmetics Act, 1940 (23 ol 
1940), with the notification of the Government of 
India, in the Ministry of Health and Family Welfare 
(Department of Health) No. GSR 492(E) dated the 
25th July, 1991 in the Gazette of India, Extraordin¬ 
ary Fart II, Section 3, Sub-section (i), dated the 
25th July, 1991 inviting the objections, and sugges¬ 
tions from all persons likely to be allected thereby 
before the exp% of period °f thirty da>s from the 
date on which the coipcs of the Gazette were made 
available to the public; 

And whereas the copies of the Gazette were made 
available to the public on the 11-9-1991; 

And whereas no objections and suggestions were 
received trom the public on the said draft rules by 
the Central Government; 

Now, therefore, in exercise of the powers confer¬ 
red by sections 12 and 33 of the said Act, the Central 
Government, after consultation with the Drugs Techni¬ 
cal Advisory Board, hereby makes the following rules 
further to amend the Drugs and Cosme 4 ics Rides. 
1945, namely:— 

E (1) These rules may be called the Drugs 
and Cosmetics (Second Amendment) 
Rules, 1992. 

(2) They shall come into force on the date 
of their publication in the; Official 
Gazette, 

2. In the Drugs and Cosmetics Rules, 1945— 

(1) For the proviso to sub-rule (1) of rule 
3A„ the following proviso shall be substituted, 
namely 

'“Provided that the functions of the Direc¬ 
tor in respect of Oral Polio Vaccine shall 
be exercised by the Deputy Director and 
Head of the Polio Vaccine Testing Labora¬ 
tory in case of Central Research Institute, 
Kasauli only 1 ’. 

(2) After sub-rule (l) of rule 3A the following 
sub-rule shall be inserted, namfely :— 

iC (1-A) The functions of the Laboratory in 
respect of Oral Polio Vaccine shall, be 
carried out by the following Institutes and 
the functions of the Director in respect 
of the said drugs shall be exercised by the 
Director of the respective Institute :— 

(a) Pasteur Institute of India, Conoor 

(b) Enterovirus Research Centre (Indian 
Council of Medical Research), 
Haffkine Institute Compound, Parel, 
Bombay-400012. 

[No. X. 11014|5|894>MS&PFA] 

B. S. LAMBA, Jt [Secy. 

NOTE : The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of th 0 Ministry of Health and 
Family Welfare (Department: of Health) 
containing the Drugs and Cosmetics Act and 


the Rules (PDGHS-61). Subsequently the 
said rules have been amended by the follow¬ 
ing notifications published in Part II, Section 
3, Sub-section (i) of the Gazette of India, 
namely :—- 

F GSR 1241, dated 6-10-1979 

2. GSR 1242, dated 6-10-1979 

3. GSR 1243, dated 6-10-1979 

4. GSR 1281, dated 12-10-1979 

5. GSR 430, dated 19-04-1980 

6. GSR 779, dated 2o4)74980 

7. GSR 540(E), dated 22-09-1980 

8\ GSR 680(E), dated 5-12-1980 

9. GSR 631(E), dated 5-12-1980 

10. GSR 682(E), dated 5-12-1980 

JE GSR 27(E), dated 17-01-1981 

12. GSR 478(E), dated 6-08-1981 

13. GSR 62(E), dated 5-02-1982 

14. GSR 462(E), dated 22-06-1982 

15. GSR 510(E), dated 26-07-1982 

16. GSR 13(E), dated 7-0E1983 

17. GSR 318(E). dated 1-05-1984 

18. GSR 331(E), dated 8-05-1984 

19. GSR 460(E), dated 20-06-1984 

20. GSR 487(E), dated 2-07-1984 

2E GSR 89(E), dated 16-02-1985 

22. GSR 788(E), dated 10-10-1985 

23. GSR 17(E), dated 7-01-1986 

24. GSR 1049(E), dated 29-08-1986 

25. GSR 1060(E), dated 54)9-1986 

26. GSR 1115(E), dated 30-09-1986 

27. GSR 71(E), dated 30-01-1987 

28. GSR 570(E), dated 124)6-1987 

29. GSR 626(E), dated 24)7-1987 

30. GSR 792(E), dated 174)94987 

31. GSR 37UE), dated 24-03-1988 

32. GSR 75(E), dated 24)6-1988 

33. GSR 675(E), dated 24)6-1988 

34. GSR 676(E), dated 24)6-1988 

35. GSR 677(E), dated 24)64 988 

36. GSR 680(E), dated 64)64988 

37. GSR 735(E), dated 24-06-1988 

38. GSR 813(E), dated 27-0749S8 

39. GSR 944(E), dated 21-09-1988 Corrigen- 
dum 

40. GSR 43(E), dated 204)14989 Corrigen¬ 
dum 

41. GSR 44(E). dated 20-01-1989 Corrigen- 
duni 

42. GSR 100(E), dated 14-024989 Corrigen¬ 
dum * 
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43. GSR 443(E), dated 12-04-1989 

44. GSR 443(E). dated 3 06-1989 Corrigcn 
dum 

45. GSR 691(E), dated 11-07-1989 

46. GSR 784(E), dated 28-08-1989 

47. GSR 16(E), dated 10-01-1990 

48. GSR 731(E), dated 23-8-1990 

49. GSR 865(E), dated 25-10-1990 

50. GSR 11(E), dated 7-01-1991 

51. GSR 223(E), dated 19-04-1991 
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52. GSR 246(E). dated 1-05-1991 

53. GSR 301(F). dated 7-06-1991 

54. GSR 302(E), dated 7-06-1991 

55. GSR 491(E), dated 25-07-1991 

56. GSR 195(E), dated 25-07-1991 

57. GSR 532(E), dated 14-08-1991 

58. GSR 626(E), dated 14-10-1991 

59. GSR 668(E), dated 7-11-1991 

60. GSR 730(E) dated 10-12-1991 
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